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FREEDOM OF INFORMATION SUMMARY 

I. GENERAL INFORMATION 

NADA Number: 141-053 

Sponsor: Pfizer Inc 
235 East 42nd St. 
New York, NY 10017 

Established Name: carprofen 

Trade Name: Rimadyl@ Caplets 

Marketing Status: Rx: U.S. Federal Law restricts this drug to use by or on the order of a 
licensed veterinarian. 

Effect of Supplement: The supplement to NADA 141-053 provides revisions to 2 1 CFR 
520.309 Indications for Use. To add a claim for the control of postoperative pain 
associated with soft tissue and orthopedic surgery in dogs. 

II. INDICATIONS FOR USE 

Rimadyl@ Caplets are indicated for the relief of pain and inflammation associated with 
osteoarthritis, and for the control of postoperative pain associated with soft tissue and 
orthopedic surgery in dogs. 

III. DOSAGE FORM, ROUTES OF ADMINISTRATION AND RECOMMENDED 
DOSAGE 

A. Dosage Form: Rimadyl@ is available as 25,75, and 100 mg scored caplets. 

B. Route of Administration: Oral 

C. Recommended Dosage: The recommended dosage for oral administration to dogs is 2 
mg/lb (4.4 mgkg) of body weight daily. The total dose may be administered as 2 
mglb of body weight once daily or divided and administered as 1 mg/lb (2.2 mg/kg) 
twice daily. For the control of postoperative pain, administer approximately 2 hours 
before the procedure. Caplets are scored and dosage should be calculated in half-caplet 
increments. 

IV. EFFECTIVENESS 

A. Dosage Characterization: 

Clinical effectiveness of the recommended dosage of 1 mg/lb body weight twice daily for 
the relief of pain associated with osteoarthritis was established in association with the 
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approval of Rimadyl@ caplets for dogs (NADA 141-053). Clinical effectiveness of the 
dosage of 2 mg/lb body weight once daily for the relief of pain associated with osteoarthritis 
was demonstrated by a supplement to NADA 141-053, dated August 20,200l. 

Field study data supplied in the supplement to NADA 141-053, for administration of 2 
mg/lb body weight once daily, demonstrated effectiveness of RimadylB caplets for the relief 
of pain and inflammation associated with osteoarthritis. With support for effectiveness for 
the relief of pain associated with osteoarthritis following the administration of a single daily 
dose of Rimadyl@ caplets, a dose of 2 mg/lb once daily was selected for effectiveness 
confirmation in the control of postoperative pain in a U.S. multicenter field study. 

B. Substantial Evidence: 

The effectiveness of Rimadyl” caplets for the control of postoperative pain associated with 
soft tissue and orthopedic surgeries in dogs presented as veterinary patients was evaluated in 
three controlled studies involving a variety of surgical procedures. The studies were 
conducted at twenty-one veterinary clinics throughout the U.S. Results of these studies 
demonstrate that Rimadyl@ caplets are safe and effective when administered at a dose of 2 
mg/lb of body weight once daily. 

The intensity of surgical pain varied with the procedure performed, the duration of the 
procedure, the surgical technique used, and individual response to pain; therefore, the 
requirement for pain control may have varied for different surgical procedures. The safety 1 
of Rimadyl@ caplets in the field was also assessed. 

Surgicai inductions included the use of combinations of tranquilizers, barbiturates, inhalant 
anesthetics, anticholinergics, antibiotics and parenteral fluids. 

C. Field Efficacy and Safety for the Relief of Postoperative Pain Associated with 
Surgical Repair of Cruciate Injuries in Dogs (Study No. 1963C-60-99-304) 

1. Type of Study: Multic-entered Field Study 

2. Investigators: 
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Name 
Dr. Jeffrey L. Berzon 
Vet Specialists of Connecticut 
West Hartford, CT 06117 
Dr. James F. Biggart 
Veterinary Surgery Service, Inc. 
Berkeley, CA 94710 
Dr. R.Scott Buzhardt 
The Animal Center 
Zachary, LA 70791 

Dr. James M. Fingeroth 
Vet Specialists of Rochester 
Rochester, m 14623 
Dr. Paul E. Howard 
Vermont Veterinary Surgical Center 
Colchester, VT 05446 

Name 
Dr. Stephen L. Jones 
Lakeside Animal Hospital 
Moncks Corner, SC 29461 
Dr. Steven A. Martinez 
Washington State University 
Pullman, WA 99164 
Dr. Rodney Oakley 
Veterinary Specialty Hospital 
of the Carolinas, 
Cary, NC 27511 
Dr. Roger L. Sifferman 
Bradford Park Vet Hospital 
Springfield, MO 65804 

3. General Design: 

a. Purpose: The objective of the study was to evaluate the effectiveness and safety 
of Rimadyl’ at a dosage of 2 mg/lb (4.4 mgkg) administered orally 
approximately 2 hours prior to surgery, then once daily as needed for 3 days, for 
the control of postoperative pain associated with surgical repair of cruciate 
injuries in dogs. 

b. Test Animals: Seventy-six client-owned dogs (40 females and 36 males) from 9 
locations, ranging in age from 10 months to 14 years, entered the study. Dogs 
presenting in the course of clinical practice for surgical repair of cruciate injury 
were admitted to the study. A total of 38 dogs were treated with Rimadyl@ and 
38 dogs received placebo; these groups represented 42 pure-bred and 34 mixed- 
bred dogs. Surgical procedures included joint stabilization and/or arthrotomy 
(fabellar suture, imbrication, and fibular head transposition). 

c. Control Drug: Placebo (same as carprofen formulation without the active 
ingredient). 

d. Dosage Form: The caplets administered were the same as the market 
formulation. 

e. Route of Administration: Oral 

f. Dosages used: 2 mg/lb administered approximately 2 hours prior to surgery, 
then once daily as needed, for 3 days. 

g. Test Duration: 4 days 
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h. Parameters measured: Clinical assessment of pain was performed by the 
veterinarian prior to surgery (Day -1 or Day 0), approximately 4,8, and 12 hours 
post-surgery, twice daily on Days 1,2,3, and once on Day 4. The procedure for 
assessing the animals’ pain included observation of demeanor, attention and 
response, interest in food and water, movements in a confined space, palpation of 
the surgical site and flexing and extending the affected joint. The degree of pain 
was quantified using a Visual Analog Scale (VAS). 

Hematology, clinical chemistry, coagulation, urine and fecal occult blood 
analyses were performed prior to treatment, and upon study completion (Day 4). 
Approximately 24 hours post-surgery (Day l), coagulation status was measured. 

Effectiveness was based upon a priori contrasts among least squares means of 
VAS scores to assess the difference between placebo and Rimadyl@ treatments. 
In addition, the number of animals withdrawn from the study due to lack of 
effectiveness was compared for each treatment. 

Safety was evaluated by comparing the clinical pathology results from samples 
collected prior to surgery to the results from samples collected on Day 1 and Day 
4. In addition, the abnormal health observations following treatment were 
summarized. 

4. Results: Sixty-three of the 76 dogs enrolled in the study were included in the I 
complete effectiveness analysis. Thirteen dogs were excluded from part (n = 7) or the 
entire (n = 6) efficacy analysis due to protocol deviations or failure to meet the 
enrollment criteria. Duration of treatment is summarized in Table 1. Rimadyl@- 
treated dogs were significantly less painful 4, 12, 24, approximately 28 hours post- 
surgery, on the second assessment on Day 3, and on the final assessment on Day 4 
after surgery (P 5 0.05). Results of pain assessment using VAS are provided in Table 
2. Five placebo-treated dogs and 1 Rimadyl@-treated dog were withdrawn due to lack 
of effectiveness. 
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Table 1. Duration of Treatment 

Treatment Days T 

Day 0 

Days 0 and 1 

DaysO, l,and2 

Days 0,2, and 3 

Days 0, 1,2, and 3 

Table 2. Analysis of Pain Assessment Using a Visual Analog Scale 

Total 38 37 75 

Assessment 

0 Day 
preoperative 
1 St postoperative 
2”d postoperative 
3rd postoperative 

Day 1 
1 st assessment 
2”d assessment 

Day 2 
1 st assessment 
2”d assessment 

Day 3 
1” assessment 
2”d assessment 

Day 4 ^f 

Treatment 
Placebo 

6 3 9 

3 3 6 

5 2 7 

1 0 1 

23 29 52 

Rimadyl@ Overall 

Visual Analog Scale Score (mm) 

Placebo 
na LSM b 

32 
32 
31 
30 

30 
30 

30 
30 

30 
30 

30 

8.33 f 3.92 
39.25 f 3.94 
36.65 % 3.95 
35.70 f 3.95 

34.26 f 3.95 
32.20 f 3.95 

29.06 zt 3.95 
28.53 f 3.95 

25.20 f 3.95 
25.30 f 3.95 

1” assessment 1 23.50 f 3.95 
Not all animals had every pain assessment completed _ - 

Rimac 
na 

31 
33 
33 
33 

33 
33 

33 
33 

33 
33 

33 
- - 

LSM b 
- 

7.14 f 4.03 
31.54 f 4.02 
30.60 It 4.02 
28.36 f 4.02 

27.54 f 4.02 
24.79 f 4.02 

24.21 f 4.02 
22.18 f 4.02 

20.09 f 4.02 
18.33 f 4.02 

16.09 f 4.02 
theretore, the sum of ani 

under Day 0 to Day 3 may not equal the number of treated animals. 
b Least squares means f standard error of the mean (SEM) 

im 

P-values 

0.7030 
0.0200 
0.0629 
0.0271 

0.0412 
0.0257 

0.1320 
0.0526 

0.1138 
0.0349 

0.0258 
lals listed 

5. Statistical Analysis: A priori contrasts among least squares means of the VAS scores 
using a repeated measures model were used to assess the difference between placebo 
and Rimadyl@ treatments at each time point. The analyses were performed using SAS 
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6.12 (Statistical Analysis System). Statistical difference was assessed at the 5% level 
of significance (P I 0.05). 

6. Conclusions: Under clinical conditions of use, Rimadyl@ administered orally at 2 
mg/lb (4.4. mg/kg) approximately 2 hours prior to surgery and once daily thereafter, 
as needed, for 3 days is safe and effective in controlling postoperative pain associated 
with cruciate injury repair in dogs. 

7. Adverse Reactions: Clinical pathology data indicated that Rimadyl@ was well 
tolerated. Changes in clinical pathology variables were similar in dogs administered 
Rimadyl@ compared with the placebo cases. One Rimadyl@-treated dog had a two- 
fold increase in alkaline phosphatase. No clinical signs associated with this laboratory 
change were seen. There were no notable differences in mean values for hematology 
(including platelet counts), clinical chemistry, urinalysis results, or fecal occult blood 
detection between treatment groups. There were no notable differences in mean 
values for variables measuring coagulation status (prothrombin time, partial 
thromboplastin time and fibrinogen) between treatment groups. There were no serious 
adverse drug experiences or mortalities related to Rimadyl@. Similar types and 
numbers of abnormal health observations were reported between placebo and 
Rimadyl@-treated dogs and are summarized in Table 3. 

Table 3. Abnormal Health Observations reported during field study 
(number of dogs = 76) 

Abnormal Health RimadyKB 

-Diarrhea/soft stoola 
(% of dogs) 

5.3 
Traumatic Pain and Swelling 2.6 
of Limbs 
Dermatitis/skin lesion 2.6 
Wound Drainage 2.6 
Oral/periodontal Disease 2.6 
Urinary tract disease 2.6 
Vomiting 2.6 
Ocular Disease 2.6 
Pyrexia 0.0 
Salivation 0.0 
a Includes soft stool, fecal incontinence 

Placebo 
(% of dogs) _ 

0.0 
2.6 

2.6 
0.0 
0.0 
0.0 
0.0 
0.0 
5.3 
2.6 



D. Field Efficacy and Safety for the Relief of Postoperative Pain Associated with Soft 
Tissue Surgery in Dogs (Studies 1963C-60-99-305 and 1963C-60-99-306) 

1 .Type of Study: Multicentered Field Studies 

2.Investigators: 

Name 
Dr. Douglas C. Andrews 
Falmouth Veterinary Hospital 
Fahnouth, ME 04105 
Dr. H. Lee Butler 
Huntingdon Animal Clinic 
Huntingdon, TN 38344 
Dr. R.Scott Buzhardt 
The Animal Center 
Zachary, LA 70791 
Dr. Peter Davis 
Pine Tree Veterinary Hospital 
Augusta, ME 04330 
Dr. Stuart Gluckman 
Mendon Village Animal Care 
Mendon, NY 14506 
Dr. David Hancock 
Perinton Animal Hospital 
Victor, NY 14564 
Dr. Stephen L. Jones 
Lakeside Animal Hospital 
Moncks Comer, SC 29461 
Dr. Sharon Lachette 
White Haven Veterinary 
Hospital 
White Haven, PA 18661 

Name 
Dr. David Lukof 
Harleysville Veterinary Hospital 
Harleysville, PA 19438 
Dr. Mark Marks 
Marks Veterinary Hospital 
Lawrence, KS 66047 
Dr. John Means 
North Hampton Animal Hospital 
North Hampton, NH 03862 
Dr. Dean Rund 
Grant Avenue Pet Hospital 
Springfield, MO 65807 
Dr. Roger L. Sifferman 
Bradford Park Vet Hospital 
Springfield, MO 65804 
Dr. Susan B. Thompson 
Pet Vet Animal Hospital 
Mt. Pleasant, SC 29464 
Dr. Paul Urband 
East Haddam Veterinary Clinic 
East Haddam, CT 06423 

3. General Design: 

a. Purpose: The objective of these studies was to evaluate the effectiveness and 
safety of Rimadyl@ at a dosage of 2 mg/lb (4.4 mg/kg) administered orally 
approximately 2 hours prior to surgery and once daily thereafter, as needed for 2 
days, for the control of postoperative pain associated with soft tissue surgery 
(ovariohysterectomy and aural procedures) in dogs. 

b. Test Animals: Two hundred and twenty-one (180 females and 41 males) client- 
owned dogs from 15 locations, ranging in age from 4 weeks to 12 years, entered 
the study. Dogs presenting in the course of clinical practice for aural (ear) 
surgery or elective ovariohysterectomy were admitted to the study. The 
preponderance of females was due to the inclusion of ovariohysterectomy as 
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one of the soft tissue surgeries. A total of 110 dogs were treated with Rimadyl@ 
and 111 dogs received placebo; these groups represented 164 purebred and 57 
mixed-bred dogs. Aural surgeries included hematoma repair, ear crop, lateral 
canal resection, bullae osteotomy, and growth removal. 

c. Control Drug: Placebo (same as carprofen formulation without the active 
ingredient). 

d. Dosage Form: The caplets administered were the same as the market 
formulation. 

e. Route of Administration: Oral 

f. Dosages used: 2 mg/lb administered approximately 2 hours prior to surgery, 
then once daily as needed for 2 days. 

g. Test Duration: 3 days 

h. Parameters measured: Clinical assessment of pain was performed by the 
veterinarian prior to surgery (Day -1 or Day 0), approximately 4,8, and 12 
hours post-surgery, twice daily on Days 1,2, and once on Day 3. The procedure 
for assessing the animals’ pain included observation of demeanor, attention and 
response, interest in food and water, movements in a confined space and 
palpation of the surgical site. The degree of pain was quantified using a Visual 
Analog Scale (VAS). 

Hematology, clinical chemistry, coagulation, urine and fecal occult blood 
analyses were performed prior to treatment, and upon study completion (Day 3). 
Approximately 24 hours post-surgery (Day l), coagulation status was measured. 

Effectiveness was based upon a priori contrasts among least squares means of 
VAS scores to assess the difference between placebo and Rimadyl@ treatments. 
In addition, the number of animals withdrawn from the study due to lack of 
effectiveness was compared for each treatment. 

Safety was evaluated by comparing the clinical pathology results from samples 
collected prior to surgery to the results from samples collected on Day 1 and 
Day 3. In addition, the abnormal health observations following treatment were 
summarized. 

4. Results: Two hundred and four of the 221 dogs enrolled in the study were included in 
the complete effectiveness analysis. Seventeen dogs were excluded from part (n = 
! 1) or the entire (n = 6) effectiveness analysis due to protocol deviations or failure to 
meet the enrollment criteria. Duration of treatment is summarized in Table 4. Dogs 
treated with Rimadyl@ were significantly less painful 4, 8, 12,24,30, and 54 hours 
post-surgery (P 5 0.05). Results of pain assessment using VAS are provided in Table 
5. One placebo-treated dog and 1 Rimadyl@-treated dog were withdrawn due to lack 
of effectiveness. 
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Table 4. Duration of Treatment 

Days of Test Article Treatment 
Administration Placebo 

Day 0 61 

Days 0 and 1 24 

Days 0 and 2 2 

Days 0, 1, and 2 23 

Total 110 

Rimadyl@ 

74 

11 

1 

21 

107 

Overall 

135 

35 

3 

44 

217 

Table 5. Analysis of Pain Assessment Using a Visual Analog Scale 

T 
l- 

Visual Analog Scale Score (mm) 

Placebo .___ 
n” 

T 

105 
109 
109 
109 

Rima* 
na -- 

100 
104 
104 
104 

6§ - 

P-values 

0.5389 
0.0098 
0.0007 
0.0025 

Assessment LSM b LSM b -- 
Day 0 

preoperative 0.71 * 1.97 1.67 f 1.978 
1 St postoperative 21.34 f 1.963 17.27 f 1.971 
2”d postoperative 22.20 f 1.963 16.74 f 1.973 
3’d postoperative 20.34 f 1.963 15.52 f 1.974 

Day 1 
1 St assessment 18.48 f 1.964 15.22 f 1.974 
2”d assessment 14.87 f 1.964 10.79 f 1.974 

2 Day 
1 st assessment 11.45 f 1.965 9.25 f 1.974 
Znd assessment 9.67 f 1.965 5.80 f 1.974 

Day 3 
only assessment 8.30 f 1.968 L 6.31 f 1.974 1 0.2034 

’ Not all animals had every pain assessment completed, therefore, the sum of animals listed 

109 
108 

104 
104 

104 
104 

104 

0.0380 
0.0097 

108 
108 

0.1580 
0.0141 

107 

L under Day 0 to Day 3 may not equal the number of treated animals. 
” Least squares means f standard error of the mean (SEM) 

5. Statistical Analysis: A priori contrasts among least squares means of the VAS scores 
using a repeated measures model were used to assess the difference between placebo 
and Rimadyl@ treatments at each time point. The analyses were performed using SAS 
6.12 (Statistical Analysis System). Statistical difference was assessed at the 5% level 
of significance (P < 0.05). 

6. Conclusions: Under clinical conditions of use, Rimadyl@ administered orally at 2 
mglb (4.4 mgkg) approximately 2 hours prior to surgery, then once daily, as needed 
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7. 

for 2 days, is safe and effective in controlling postoperative pain associated with soft 
tissue surgery in dogs. 

Adverse Reactions: Clinical pathology data indicated that Rimadyl@ was well 
tolerated. Changes in clinical pathology variables were similar in dogs administered 
Rimadyl@ compared with the placebo cases. Nineteen Rimadyl@- and 12 placebo- 
treated dogs had normal baseline and positive Day 3 fecal occult blood results. One 
Rimadyl-treated dog had a greater than two-fold increase in ALT (alanine 
transferase). One Rimadyl@-treated dog had an elevated baseline ALT, which 
additionally increased greater than two-fold by Day 3. Sixteen Rimadyl@- and 14 
placebo-treated cases had normal baseline and elevated Day 3 WBCs (white blood 
cell counts). Three Rimadyl@- and 1 placebo-treated dog had a greater than two-fold 
increase in GGT (gamma-glutamyl transpeptidase). None of these animals showed 
clinical signs associated with these laboratory changes. There were no notable 
differences in mean values for hematology (including platelet counts), clinical 
chemistry, urinalyses, or fecal occult blood detection between treatment groups. 
There were no notable differences in mean values for variables measuring 
coagulation status (prothrombin time, partial thromboplastin time and fibrinogen) 
between treatment groups. There were no serious adverse drug experiences or 
mortalities related to Rimadyl’. Similar types and numbers of abnormal health 
observations were reported between placebo and Rimadyl@-treated dogs and are 
summarized in Table 6. 

Table 6. Abnormal Health observations reported during field study 
(number of dogs = 221) 

Rimadyl@ Placebo 
Abnormal Health (% of dogs) (% of dogs) 

Vomiting 12.7 18.0 
Diarrhea/soft stool 6.4 8.1 
Ocular Disease 2.7 0.0 
Inappetence 1.8 0.0 
Apnea 1.8 0.0 
Dermatitis/skin lesion 1.8 0.0 
Dehydration 0.9 0.0 
Abscess 0.9 0.0 
Abdominal Distension 0.9 0.0 
Constipation 0.9 0.0 
Oral/periodontal disease 0.9 0.0 
Pyrexia 0.9 0.0 
Wound Drainage 0.9 0.0 
Urinary Tract Disease 0.9 1.8 
Cyanosis 0.9 0.0 
Dysrhythmia 0.9 0.0 
Hypothermia 0.9 0.0 

a Includes soft stool, fecal incontinence 
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V. TARGET ANIMAL SAFETY 

Studies demonstrating the safety of Rimadyl@ for use in dogs are contained in the original 
FOI summary dated October 25, 1996. No new animal safety data were required for 
approval of this supplement. 

VI. HUMAN SAFETY 

This drug is intended for use in dogs, which are non-food animals. Because this new animal 
drug is not intended for use in food-producing animals, data on human safety pertaining to 
drug residues in food were not required for approval of this NADA. 

Human Warnings are provided on the product label as follows: “Keep out of reach of 
children. Not for human use. Consult a physician in case of accidental ingestion by 
humans.” 

VII. AGENCY CONCLUSIONS 

The data submitted in support of this NADA satisfy the requirements of section 5 12 of the 
Federal Food, Drug, and Cosmetic Act and 2 1 CFR Part 5 14 of the implementing 
regulations. The data demonstrates that Rimadyl@ caplets for dogs, when administered under 
labeled conditions of use are safe and effective for the intended use. 

The drug is restricted to use by or on the order of a licensed veterinarian because 
professional expertise is needed to diagnose and provide guidance in the control of 
postoperative pain. Furthermore, the veterinarian monitors patients for possible adverse 
effects of the drug. 

Under Section 5 12(c)(2)(F)(iii) of the FFDCA, this approval for non-food producing 
animals qualifies for three years of marketing exclusivity beginning on the date of approval 
because the supplemental application contains substantial evidence of the effectiveness of 
the drug involved, or any studies of animal safety, required for the approval of the 
application and conducted or sponsored by the applicant. The three years of marketing 
exclusivity applies only to the alternate indication for control of postoperative pain for 
which the supplemental application was approved. 

U.S. Patent Number Date of Expiration 

US 4,264,500 February 28,2003 
US 6,013,808 April 15,2019 

VIII. ATTACHMENTS: 

Facsimile Labeling is attached as indicated below: 

Package Insert 
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Client Information Sheet 

Bottle: 

25 mg- bottles of 14,60 and 180 caplets 
75 mg- bottles of 14,60 and 180 caplets 
100 mg- bottles of 14,60 and 180 caplets 
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models 1 
The mechmam 0, ..,mn of c.Qmf.n. lhk. the, of c,h.r NSAlOs. 8s b&wed m be .ssocm,.d wh 
the mhlbumn cl cyelccx~.~s. ec,rml~ Two unq”. cyc,wx,-g.n.s.r have been d.scnb.d m msm- 
mob 2 The constmtive cyclooxypenne. COX-I. syn,h.sates pmat.gl.ndms nec.ss.~ for ncrmsl 
@a‘V0lnt.‘bn‘l snd n”., lunctmn The mduckle Cyclwxyg.n.‘., COX-2. g.n,,.,.s pms,.g,.ndms 
mmlved m mfl.mme,mn lnhtbdmn of COX.1 IS fhcqht 10 bs rssoclared mth g.s,mm,.s,m.l and 
renrl,cx~c~whd.~nhibmon 01 COX-2 pmwdes .nwdlmm.tcry~wy The specdw,yof. par- 
t1cJarNSAlDlorCOX~2venua COX-I msyv.rylmm species ,cspect.‘?,n an m ntms,.dy.smg 
came cell cuiWes. csrprden demonstrated ..l.cDvs mhlbdmn of COX-2 versus COX-14 Chmcal 
r.I.v.nc. of the‘. da,. has no, been shoiw. C.Qmf.n has *kc be.” rho,,,, 10 mhlbl the release 
of ~v8r.I pm.tagl.ndms m (wo mflemmalcry cell sy~,.m. i-s, polymorphonuclesr leukccytea 
IPMN1 snd human rh.umse,d 8yncw.I ceks. md,c.,mg mhlbmDn of .cuI. IPMN sysem, and chmmc 
lsynovlal c.,, SV‘,eml lnflsmm.,cly R.cbc”s.~ 
Several s,.dM have dem0nstml.d th., carpmfen h.s mcdulefcv eH.ch on bnh humoml and c.ll.l.r 
mmune mrponses I-p Ome eke ndas m., c.Qml.n mhabas ,h. prcduchon cl cmecelas,-acfwabng 
lac,crl0AFL PGE,, and PGE, by t. mh~hRcry.lf.cb on pms,@ndm bmryn,hss~s 1 
Based upon comp.n.cn ti da,. cbhmed fmm mbewnc.6 .dmmiatn,mn. cerpmfen 1. rspadly 
and newly ccmpletely absorbed lmorsthsn Sm bloavetlablel when .dmm!n.nd cmlfv 1. Peak 
blood pleame ccnc.n,~,,cn‘ .,e schmwd m l-3 how aher cr., admm,s,r.,m” cd 1.5, snd 
25 mglkg to dogs. The 1118.1 t.mun.l h.lf.ld. cl ca~mfen II eppmxma,elyS hcun lrsng. 4 M 9 
hours) .tf.rsmgl. 0r.l doses ~rymg fmm 1-35mg/kg 01 bodywgh, Aner. 1CGmg mngl. mtre- 
venc.s bolua dcs.. th. me.0 .lmm.hOn he&M. mr eppmxm.t.ly 1 I 1 hours 111 Ih. dep. Am.d# 
IS more than 99% twund 10 plasm. pmUm snd exhlblts I v8w sm.11 vcbm. of dlrtnbutmn 
CsQmkn 16 ehmmated I. the dop pnm.ntf by bia,mnsfcrmafmn m the bver tclbwed by r.pd *we. 
,mn of ,h. msuking m.,.bc,~.s ,,h. .s,.r gb,c”mmd. cl c.Qmf.n snd ,h. .,h.r gb,c.mn,d.a of 2 
phenohc m.,.bchms. I-hydmxycaqrden .ndChyJmxyc.Qmfm~ m dmfscos 17O-&I%1 and urm. 
llO-2oxI Some .n,.mh.pebe etrculelmn of ,h. drug II cbsewed. 
INDICATIONI: Amsdyl D md~ca,.d lcr Ih. rebel of pm” and nRlmms,mn ersocte,.d mth os,.c- 
arthrtt,‘ snd for th. ccn,,c, ct pc‘,cp.m,,w pm” .ssom.ad Hnth ‘a,, “sue end cRhcp.d~e wrg- 
enes m dopr. 
DOSAGE AND ADMlNISTGATlDM Alweys pmvd. Clmn, Inbnstmn Sheet w,h pnscnptmn The 
mccmmended dosage fcrcrsl .dmmlswmn 10 dopr II 2 m(l/lb I4 4 mgikgpl of body wgh, dally The 
,c,.ldmlydcs. msy bs edmm#.,.md es 2 m@b cd bcxt~we~ghtcnc. d.dycrdwJ.d end .dmmw 
lered .s 1 mdlb 12.2 mg/kgl fmc. dsify For the ccntml of pcsmpw.,w. p.m. admmls,er appmw 
mat& 2 hours before the pmcedwe. Caplets am scored and dosage should be c.lcul.,.d m half. 
cepkt inrmments 
EFFEClNENESI: Confirmelton of ,he etlec,iven.ss of AlmsdVl for the relkr cd pain md inR.mma,mn 
..wc~,.d mth osIeoar(hrms. and 6xthe ccnlm, of pcsmpentlve pmn esscc,.tBd wnh scR ,166~. 
and cRhop.dtc swgenes wes demcnstrsted IO 5 plac.bc.con,mlled, mesked studms examinmg fh. 
ema-mfbmm.tow snd .n.lg.stc .ff.c,~.n.ss of Rm.dvl c.pIe& m vancur breads cf dccs 

concmnantlv w,h cthsr pmte~nhcund or cimd.rh, m.,.b&.d bmgr have hot been ccnduc,sd. 
Drug cmnpslbdlhl should be momtoad closely m pebentr mqwmg sddmonal thempy. Such dmgs 
ccmnnonC used lnrlude cmdut. ‘“lwnvul..n¶ and behwcml m.dmtiwns. I, has b..n sugg.s,.d 
th., ,n.mwn, mth c.Qmfen m.y nduc. ,h. I.-al of mh.l.n, .nesGwticr needed.,. 
If adddmn.l pmn medleatmn I wsnsnted sR.r .dmm~s,r.bon of ,h. t0t.l dedydoae of Rnadfl. 
.it.ma,w. ,n~,g,s~, should be cansldered. The “I. ct .nc,h.r NSAIO k no, nccmmended. 
INMRMATION FDR DOG OWNERS: 
lbmadyl. Ilk. orher drugs of ns cI.ss. 16 no, free fmm adverse r..c,mn.. Ownerr should be sdwed 
cl fh. pc,.n,m, for adverse r..cbcns .nd be ,mfcrm.d cl the ~hn~c.l mgns associ.,.d w,h dmg 
m,ol.r.nce Adverse re.cbc”s msv mclud. deemsred BPP.,~.. vcmmng, dmrrbe.. d.,k or tarry 
stock. mcmased w.,,, ccns.mp,mn. mcressed unn.1~)“. p.,. gum. due 10 .n.m,a, yelkwmg or 
gumr. ‘km or white of th. .y. due 10 ,aund,c., lethargy. mcw,dma,,cm. seuure. cr b.h.viorel 
changer S.ri..s .d..rs. w..,,..s .no&.d mth Ihn dmp .I... c.. .oc.r wbb.ur wmLng 
and I. mr. s~t~.a.ns wruh m d.mh (I.. Ados. R..&.sl. Omws sborld b. .d.iwd to diicm. 
ttcw Rim.dti Ih.npy .nd cmamc,Gwir v.,aineri.n inmmdim.ly W si#nr .I inm,.m.c. .,. 
.b..rr.d. The ws, m.,c”,” 01 p.,,.“,. w,,h drug related .dven. ,..cbcns ha-. nccvered when 
the mgn6 are rwcqnlzed. the drug 16 wlthdrewn. and veterinary cm.. d sppmprmle. i. mmated 
Owners should be adwed ol the ,mpcnsnce ot pencdlc follow up (or (11, dog. durmg .dmm,a,r.,,cn 
cd any NSAID 
WARNINGS: Keep out 01 reach cf chddr,, Not for human us. Consul, II physwan m c.686 of .cw 
dental mg..,wn by humans. For YS* in dogs only. 00 no, we m LB,& 
All dogs shculd undergc . Lhomugh hastory end phywcel exemmswn before indmtmn ct NSAIO 
therapy Appmprae,. l.bcn,cry ,e.t6 ,c estabksh h.ma,olog~c.l .nd serum hmch.m,c.l banelm. 
dais pncrm. and permd~cslly durmg. .dmm~.,mtmn 01 any NSAIO lhould be considered 0w.m 
should b. .dns.d ,. .bs.m I., signs rl pti.mi.l drug ,.ricy(sn Il(.rms,im I., 0.g 0rm.n 
end Adwn, R..c,i..s) 
ADVERSE REACTIONS: Ounng mwrbgatmnsl sfudles cl cs,.carthrl~s with wc. daily .dmimaV.,mn 
of 1 mg/lb. no chmcally slgndican, adverse ~..c,mns were mpcrled Scm. cIm~c.l swns were 
abrewed durmg b.!d studms In=2971 wlwh wws r.ml.r fcr csrpmfen- end pl.c.bc-tnmed dog‘. 
lncldences cl the lollowmg were observed n bolh group. wmlfmg W%I. dwh.. (4x1. changer #n 
ewebt. 13%). letharpv I, 4%). h.haw0r.l than!,.. IlXI. and cc”s,m.,mn 103X1. Th. crcduc, v.h,clo 
served .I ccnfml -. 
Them were nc ..rm.s adverse .v.n,. r. cr,.d dunng ckmcsl held s,“d,e. of ost,oa,,hrl,ls w,,h 
once dady.dmm~s,ra,mn of 2 mgllb The ollowmg c.,.gcrl.f of abnormal he&h obsewatmns wem P 
reponed The produc,v.h& sewed .I ccnwc, 

plwb. ,..m, 
l”lpp‘t.“C, 
“C.llld”‘ 
D,arh.a,S.h .,.ol 
Brhwa change 

&~~O’,*‘ 
SAP,“cra.r. 
ALTmcrcars 

Omno 1nvaag.0on.l nvdoe. 01 s.,g,c.I p.n for d,. c.pla,k,m”,..m. nc cknlcsl,y .,gmhc.n, dvas. 
,s.olo”f Wm. I‘pc”*d Th‘ pcdus, “.hlCk ‘,N‘d .I CC”“d 

Separate p!ac.bcamholbd. m.sk.d. m.bc.n,.r b.ld r,.dles conlined the eml-mGam~s,cn/ and 

Separate plscebo-contmiled. masked, m.lbcen,erhsld s,;dles confinned the eifectnenetc cl 
Rmedyl captets for Gva ccntm, ct pos,cpem.,w psa when dosed a, 2 m@b enc. dally m v.ww 
breeds cf dqs In fhes. studlea. dogs pns.n,.d for w.nchysw.c:cmy. CNC~,. np.,, .nd ew., 
‘“Q.“.s mrs .dmmmemd Rn.dyl pmcp.m,wely.nd‘cr. maxmum of Sdeytl‘ch tisrusl or4 

anslgeslc effecbwners of Rm.dyl cepl.,s when dosed ., 2 mg/lb owe dmly cr when dlvrded .nd 

d.yr lcrthoped,cl pcs,cpw.,mly In gene,.,. dcgs .dmmo(.nd Rhhsdyl shcwd s,e,,.,m.,Iy mgnd- 
scant mpmwment m pain won: ccmpmd to control* 
ANIMAL SlFElV SlllDIB: Laboralcq s,.d,.r m .nan.s,he,u.d dogs and chntcel held nudws have 
demons@.,.d ma, Rmadyl n welltclerated I. dogs sfler cm1 .dmmw.,mn 

admm#sQmd ., 1 mg!lb hmc. defy In ,hes. two bold swdues. dcqs dmgncsed wh cs,.catinus 

In ,.Q., annnal role,” dudt.‘. lbm.dd w.s .dm.w,.r.d cnlly,c h.akhy 0oegl. dcgs e, 1.3. end 
Smgrlbtwice d.hll.3.nd Slnsaths nccmmended tcWd*dydas)lcr42 ccns.wws daytwnh 
no sqndlcmt adwne reeetmnr. Sentm albvmm for s smgle rem.l. dcg mcelwng 5 m#lb bwc. dsdy 
decrersedm2.1 ~dtaft.rZweetrcive.,m.n~ ~m.dm~.prpWsbnen,ve~.~26~dtlaR.r 

showed s,etat~cel!y sqndlcen, overnil mpmvemen, baaed on lemeners .v1I..uc118 by fh. v.,.n- 

1 week‘ of tn.,m.nL end .,.I 2 3 g,dL et the fmel6ws.k .v.b.“cn Over ,b. E.-wet Me,m.n, 
per!&. bl.ckcr bloody atwk ~18 cbsmvad m , dcg (1 mcld.n,l,reamd vmh 1 mgilb @ax. da!ly 
and m 1 dog 12 mcdennl ,,v.,.d w,h 3 m,,fb tWlc, dmlv. Redness of ,h. cclomc muccss wes 

nom and cwn.rohsew.tlons when .dmms,.md Amadv( I, *b&d doses. 

obsenred ml mebdmlncewed 3mgllb&ce dmb 
Two of Bdcgs rece~ng 1Omdlb om~~c. d.dyllObm.s~e ncommended b?,al dsiiydca.1 for 
14 d.ys .xh,tv,ed hypc&vmmsmm Th. m..n .Iburnm level in Ih. dogs ncewmg thn dcs. vms 
bwer 12 30 pldU Swn each cf 2 pl.c.bc ccnfm, gmups (2Sa .nd 2,s gdL msp..,,wly, Th,.. mw 
dentr cf black or bbcdydcclwweobsetwd in I dog Fw of8 dogs .xhlbd.d reddened *me6 of 
ducderml m”c.s. on muss pstholcmc ex.mm.wm. H~s,c!amc .x.mmetDn cl ,hes. emes n”..l.d 

-A ungb dog m.y h.ve sxpenencsd mm. d,.” mr occurrent. 01 so .wn, 

O”WhVthl”. 

Poa,.Appmvsl Expertence 

01 

Akhough no, .,I adverse re.c,mns 8,. r.epo,,.d. fh. fc,,cw,g sdv.,.. r..c,mn‘ .,. baaed cn vc,... 
tory post-eppmval edvers. drug expe”.“c. repcrtlng. The c.,.gcr,as cl sdverr. m.~,v,n. .re 

AW. 

hrfed I” decrearmg order of frequency by body sys,em 

II 

G.stm1n1esl1n.l Vcmmng, dmnbr,, consfpnrn, ~n,pp,f,nc,, m,l,n,, h,m,t,m,sm, g,sfrwnf,sft- 

i 

“a, ulc.r8Con, grr,m,“,,r”“r, b,,rd,“& ,,,nc,,ah”r 
Hepsdc hppehnc., mnmg, j.undm, .cu,. h.,whc farrclly. hepaw ,nqm. ,I,vaf,o~ sbnomral 

Or~“pem.dont.l d,ra.,a 

kver lunchon testfsl. hyperhrbcuhmemie, bdwbmune, hypoalbummems. Appnwmr,.(ycne-lounh cl 

11 

heprhc re,wfs worn KI l,br,dcr R,m.wrs 

0 

Neumbgs. Afew ,mr,s,s, p,,,,,m, semres, v.rf,bul,r d,gns, d,scn,“f,h,n 
Urmarv H*m.Nna, p.&wn., polyd,p*m, .nn.ry mc.~)tm.n.*, unn*ry wet mfecnon, .zc,.mm, 

Pwna 

acute renal bdur., tubular .tmo,m.hbe~ mdudrng *C&B tubulrr n.c,.sm, renal fubuler scrdos~s, 

01 

“b,P”C,,~D 

13 

“.“““““..” 
B.h.vant S.daf!cn, le,,n.q”, hyp,nctrn*: r..,,.ssn.ss, rg,,,.w,.,,.s~ 

“mm “SC, d,..sra 

H.m.,c,oau: Immunr-med!,r,d herno/@ ,n,nw hnmun,-m.dt,t,d fhromb,cyrop,n!,. blood Icss 

13 

s”.ns., .p,*tm* 

Wnd “,.I”.“” 

Oemwtologic. Prunfw mcmrs.drh,ddmg, rlc~.cs pyca,um,f,c ,nc,s,d,rm,““r fhotspofsl, 

1: 

“.cm”~“gp.nnlculrfscclms, “*“ml .cchym*s,*, 

n 

no evdmc, of uk.rs&. d., did siiw mmmm, cows,,cr-c, ,b. lmnm. pw,rm r 2 of ,b. 5 dca. lmmuncbc,c c, hwen.nm,wdv F8m.l sw.,hnr h,ve.. .rv,h.ma - _. .I 
In s.p.r.,. sefew shldler &,mg 13 md 52 weeks. nspeclmly, dogs wem edmminered cmlly up ,c In rare sii”.,mos. d.s,h has been .sscc,.,.d w,h scm. of the edverse reecbcn. lhrted sbov. 
114 mgllbIdeylE.1 ,m.s,h. mccmmended ,ctald.llydose or2 mp/lblcl cerpmfen. In both studms. 
the drug wlls well ,clem,ed cbn~c.lly by .I of me .mm.ls No gmsr or hmcbglc ch.ng.s wwe 

TO repor,. suspected edverse m.c,,cn c.,, I-800-366.5288 

seen m mycf,h.,n.,.d snm.,s Inbc,h~,ud,.s. dopa,.c.rnng,b.htghtidos.s h.d .v.,ag. STDGAGE.S,cr. a,ccnwUsd mcm ,.mp.ww. ,5--3g-C,W’-%*” 
~mcmeses IA serum L-abnm. .mmcmnsf.ns. IALTJ 01 .pprcxnre,.ly 2G IU. HOW SUPPUEO: Rmedql caplets .m scored. and ccmmn 25 mg. 75 mg. or IOI mg of c.Qm*n wr 
In the 52 week swdy. mmor d.n.,clopic chenges occ.rmd m dcgr m eech cl,h. mmmen, gmups cepkt Each cap181 awe II pack.g.d m boGl.s ccntammg 14. SD, or 1Iy) c.pb,s 
but no, m the ccntml dcgr.‘Th. ch.nges mn described .I slph, redness or mrh snd wm dmg- REFERENCES: 
nosed SC non-spechc dentinus Tb. passhtiny emrts that here mdd l.s~cns mm ,re.b-n.., 
r.l.,ed. hut “a dose rele,an.hw w.. observed 

1 Baruth H. .,.I In An+lnHamm.,cry.nd Ann-Rhsumal~c Omga.Vot lI.N.wer An&lnlhmmebry 
ONQ‘, R.mrfcrd KO. ed CRC Pnrs. Gee. Rstcn. pp. M,. ,986 

Chmcelh!., studle‘ ~0,. conductsd wnh 549 dogs 01 ddf.nn, bn.ds .t,h. nccmm.nd.d cr., 2 Vsa, JR. Bcmng RM M,ch,nnm of ,ctmn cl sntwd!,mmstcry drugs. Sc.ndJRh.um.fof253~ 
doses for 14 d.ys 1281 dogs wem in&led m e swdv e’mluanng I mgilb (vm. defy .nd 2S2 dog. PP 9-2, 
were mcl.d.d m I sepa,.,. study ewluehng 2 m,$lb enc. d.ilyl. In b&h smdiis ,be d,.g mr clml- 3 Gmssnwn Lt. Wkeman J. Lucas FS, e, II. lnhlbmcn d c~)(1*yIwe snd mduslbls cycboxygamr. 
csiiywll ,c!am,rd .nd the mcldsnc. ot cbmc.I edvms. re.cbcns tar Rbnedyl-@eMed enim.N 1y.s actwitv m human pl.telas and mcncn.cl..r c.116 by NSAlOs and COX-2 mhlbnom. Infl.mm.tmn 
no hlgh.r,h.n pllcebo-,r..t.d .nm.l‘ Ip(ec.bc c0ntsln.d m.c,iw mgredmnb found m Rmadvl) Ros,,rchU253-251. ,995 
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Dog Owner Information about 
RMAlXLs Caplets (carprofen) 

Rimadyb (pronounced “Rim-a-dill”) 
for Osteoarthritis Pain 

Generic name: carprofen (“car-pr&fen”) 

This summary contains important information about Rimadyl. 
You should read this information before you start giving 
your dog Rimadyl and review it each time the prescription 
is refilled. This sheet is provided only as a summary and does 
not take the place of instructions from your veterinarian. 
Talk to your veterinarian if you do not understand any of 
this information or if you want to know more about Rimadyl. 
What is Rimadyl? 
Rimadyl is a nonsteroidal anti-inflammatory drug (NSAID) 
that Is used to reduce pain and Inflammation (soreness) 
due to osteoarthritis and pain following surgery in dogs. 

r dogs. It is available as a 
: given to dogs by mouth. 

condition caused by “wear and 
tear” of cartilage and other parts of the joints that may result 
in the following changes or signs in your dog: 

l Limping or lameness 
l Decreased activity or exercise (reluctance to stand, 

climb stairs, jump or run, or difficulty in performing 
these activities) 

l Stiffness or decreased movement of joints 
To control surgical pain (e.g. for surgeries such as spays, ear 
procedures or orthopedic repairs) your veterinarian may 
administer Rimadyl before the procedure and recommend 
that your dog be treated for several days after going home. 
What kind of results can I expect when my dog is on 
Rimadyl? 
While Rlmadyl is not a cure for osteoarthritis, it can relieve 
the pain and inflammation of OA and improve your dog’s 
mobility. 

l Response varies from dog to dog but can be quite 
dramatic. 

l In most dogs, improvement can be seen in a matter of 
days. 

l If Rlmadyl is discontinued or not given as directed, your 
dog’s pain and inflammation may come back. 

Who should not take Rimadyl? 
Your dog should not be given Rimadyl if he/she: 

l Has had an allergic reaction to carprofen. the active 
ingredient of Rimadyl. 

l Has had an allergic reaction to aspirin or other NSAlDs 
(for example etodolac or phenylbutazone) such as hives, 
facial swelling, or red or itchy skin. 

Rimadyl should be given to dogs only. Cats should not 
be given Rimadyl. Call your veterinarian immediately if your 

Tell your veterinarian about: 
l Any other medical problems or allergies that your dog 

has now or has had. 
l All medicines that you are giving your dog or plan to 

give your dog, including those you can get without a 
prescription. 

Tell your veterinarian if your dog is: 
l Pregnant, nursing or if you plan to breed your dog. 

What are the possible side effects that may occur in 
my dog during Rimadyl therapy? 
Rimadyl, like other dru s, may cause some side effects. 
Serious but rare ride e w ects have been reported in doqs 
taking NSAIDs, including Rimadyl. Serious side effects can 
occur with or without warning and In rare situations result 
in death. 
The most common NSAID-related side effects generally 
involve the stomach (such as bleeding ulcers), and liver or 
kidney problems. Look for the following side effects that can 
indicate your dog may be havin a problem with Rimadyl or 
may have another medical 9 prob em: 

l Decrease or increase in appetite 
l Vomiting 
l Change in bowel movements (such as diarrhea, or black, 

tarry or bloody stools) 
l Change in behavior (such as decreased or increased 

activity level, incoordination, seizure or aggression) 
* Yellowing of gums, skin, or whites of the eyes (jaundice) 
l Change in drinking habits (frequency, amount 

consumed) 
l Change in urination habits (frequency, color, or smell) 
l Change in skin (redness, scabs, or scratching) 

It is important to stop therapy and contact your veterinarian 
immediate1 
side effect Y 

if you think your dog has a medical problem or 
rom Rrmadyl therapy. If you have additional ques- 

tions about possible side effects, talk to your veterinarian. 
Can Rimadyl be given with other medicines? 
Rimadyl should not be given with other NSAlDs (for example, 
aspirin, etodolac) or steroids (for example, cortisone, pred- 
nisone, dexamethasone. triamcinolone). 
Tell your veterinarian about all medicines you have given 
your dog in the past, and any medicines that you are 
planning to give with Rimadyl. This should include other 
medicines that you can get without a prssc:ipt,rion. Your 
veterinarian may want to check that all of your dog’s medi- 
cines can be given together. 
,n,l.-. -I^ I A . 2 L *L -L 


